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DEPT. OF HEALTH,AND HUMAN SERVICES APPLlCAlfON FOR A VARIANCE Fom Approved No. 57ROW 
PUBLIC HEALTH SERVICE FROM 21 CFR 1949.11 (c) FOR A 

l .NAMEOFCOMPANY 

CC Slaughtws 
2. ADDRESS OF COMPANY {bwludeZlP code) 

219 NW Davis Strwt, Portland, OR 97299 
3. NAME OF RESPONSIBLE PERSON 4. TELEPHONE NO. (hrclude ww code) 

John Houston 993 249-913s 

5.lllm-E OF sLmMlssloN 

Oc%ober 12,2994 

a. LIST NAME AND MODEL NWUBER(S) 

LUMALASER, Beum6urst Amber 59 ( 

b. PROLMJCT FOR WHlCH A VARIANCE IS REQUESTED 
_ A LASER DISPLAY DEVlCE 
_ A PROJECTOR FOR A LASER LlGHT SHOW 
~ALASERLlOKTSHOW 
- OTHER fspecirL) 

f. PRODUCT IS INTENDED TO BE USER AT ANY ONE LOCATION 
~MORETHAN15DAYS 
~MORETttMJ5BUTNOT&lMETHAN15DAYS 
~LESSTHAN5llAYS 

c.- PROJECTORS ARE INTENDED FOR SALE, LEASE OR LOAN TO 
OTHER LASER LlGHT SHOW PRODUCERS 

4. PRODUCT IS INTENDED FOR USE IN A 
_ PLANETARIW OR OTHER DOME PROJECTION STRUCTURE 

~%%%&lE OR NIGHT CLUB 
_ PAVHION 
-INDOORARENA 
_ OUfDOOR ARENA 
~MUSEUM 
_ OUTDOOR ENCLOSED AREA 
_ O-fWR (specirv) 

g. TOUR IS INTENDED TO RUN FOR 
-X-MORE THAN 6 MONTHS 
_ l-6 MONTHS 
_LESSTKkNlMONlIl 
_ OTHER (%=@‘J 

h. PRODUCT UIILIZES THE F@LOWlNG LASER EFFECTS 
x FRONT SCREEN PROJECTIONS 
-E. REAR SCREEN PROJECTiONS 
_ HDLOGRAPHlC DlSPlAY$ 
&MULTIPLE REFLf%TlONS(mrlbjplechennels~~e~~ 
_ AUDIENCE SCANNING 
& REFLECTIONS FROM STATIONARY htlRROR(S) OR 

MlRRORED SURFACES 
e. PRODUCT IS WENDED TO BE USED 

-&. AT ONLY ONE (tixecp) LOCATlON 
-STATIONARY LRRADlATlON OF ROTATtNG MIRROR 8AU(S) 

OR OTHER MlRRORED SHAPES 
-AT A VARlElY OF (tcwrj LOCATW _ SCANNING IRRADlATION OF ‘ROTATING MTRROR BALL(S) 
-OTHER(Spcadfyl _ FIBER OPTiC PROJECTIONS 

1~ FOG, SMoL<E OR OTHER SCATTERMG EFFECTS 
_ O-t-HER f%Wv~ 

8. LASER RADIATION LEVflS 
LASER MEDillkl(A~: I+%&, etc.) WAVELENGTHS (run) 1 PEAK POWER @t’atfs) 

GaALaaDioddGaN ~459mW 
DPSS Nd:YV94 932 499mW 

8. IF ANY LASER RADlAmN Is PULSED OR SCANNED, GlVE THE PULSE DURATION AND RATE AND SCANNfNG FREQUENCY AND 
AMPLITUDE 
DC4 KHZ, 04CP optical X-Y scan 

to. REASON fOR REQUESTING VARIANCE 
a& COMPLIANCE Wi-lId THE LlMlTS OF 21 CFR 1640.11(c) WOULD RESTRICT THE LNTENDED USE OF TWE PRODUCT BECAUSE 

CCMPLlANCE WOULD LlMlT THE OUTPUT POWER TO THE EXTENT THAT THE DESIRED EFFECTS WOULD NOT BE 
SUFFICIENTLY VISIBLE 

_ OTHER OR ADDlTloNAL EXPLANATION (Sjwci&) 
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Il. MkNNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS ofi THE APPLICABLE STANDARD 
XIT IS PROPOSED TO DEVIATE FROM THE PROMSIONS OF 21 CFR IWO.1 1 (c) IN MAT THE ACCESSlBLE EMISSION LEVEL WOULD 

EXCEED THE ACCESSIBLE EMlSSfON LIMITS OF CLASS I OR CLASS II 
_ IT IS PROPOSED TO DEVIATE FRQM THE PROVISION OF 21 CFR 1040.11 (c)AS FOLLOWS: 

12. ADVANTAGES TO BE DERlVED FROM SUCH D&VlAllON 
AlASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAIWENTAND THE ARTS, USE OF POWER 

LEVELS IN EXCESS OF THE LlMlTS IMPOSED BY 21 CFR 1040.11 (c) IS NECESSARY TO ACHIEVE 7HE REQUIRED EFFECTS IN THESE 
MEDU. 

- OTHER OR ADDITDNAL ADVANTAGES @xwiba md exphh) 

13. EXPLAIN THE ALTERMATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check e many bmm as apply. In itan 14 ‘Rem&s-, 
lWfy~tmme~checked.using~8haelaaanecessery. StatsmyolhermmnsdtxlMim~UietwiUbeused.) 

a. AALL LASER PRODUCTS, SYSTEh#S AND PROJECTORS WILL BE CERTIFIED TO CDMPLY WITH 21 CFR 1040~10 AND THE CONDITIONS 
OF THIS VARlANCE AND WILL BE REPORTED AS REQUIRED BY 24 CFR 1002.10 AND 1002.12 USING’TM REPORTING GUIDE% PRO. 
VIDEO FOR SUCH PURPOSE. THESE ACTIONS WlLL BE ACCOMPLISHED PRIDR TO ANY INTROWCTlQN INTO COMMERCE. 

b- -q&EFFECTS NOT SPECIFICALLY INMCATED IN THIS VARtANCE APPLICATION WILL NDT BE PERFORMED. NC OTHER EFFECTS WILL BE 
ADDED UMl-lt AN AMENDMENT TO THE VARlANCE HAS BEEN OBTAINED AND THE REQUIRE0 REPQRTS OR SUPPLEMENTS, AS 
APPLICABLE. HAVE BEEN SUBMlIlED. 

c. ASCANNING, PROJECTION. OR REFLECTlON OF LASER AND COLLATERAL RADIATION (LIGHT SHOW RADIATION) JNTO AUDIENCE OR 
OTHER ACCESSlBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR DlFFUSE REFLECTlONS PRODUCED BY THE 
ATMOSPHERE, ADDED ATMOSPHERIC SCATTERING MEDIA. AND TARGET SCREENS. 

d. .,& LASER RADIATION LEVELS IN EXCEBS OF THE LIMITS OF CLASS I WILL NOT BE PERMTTED AT ANY POINT CESS THAN 3.0 METERS 
ABOVE ANY SURFACE UPON WHfCH PERSONS OTHER THAN OPERATORS, PERFORMERS, OR EMPLOYEES ARE PERMITlED TO 
OR 2.5 MFTERS BELOW OR IN LATERAL SEPARATION FROM ANY PLACE WHERE SUCH PERSONS’ARE PERMl7TED TO BE. 
OPERATORS, PERFORMERS, AND EMPLOYEES WILL NOT BE REQUIRED OR ALLOWED TO VIEW RADtATlON ABOVE THE LlMfTS OF 
CLASS I DR BE EXPOSED TO RADIATION ABOM: THE LIMITS SPEClFtED IN 21 CFR 1040.1~ (c). 

e. -.K ANY PRODLlCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORPDRATE A 
SCANNING SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH TO 
PRECLUDE EXCEEDING THE APPLICABLE LIMIT. 

f. 1L ALL LASER LIGHT SHOWS SHALL BE UNDER THE DlRECT AN PERSONAL CONTROL OF TRAtNED, CQMPETEHT OPERATOR(S). THE 
OPERATOR(S) WILL : 

(I) IMMEMATELY TERMINATE THE EMISSION DF LIGHT SHOW RADtATION IN THE EVENT OF ANY UNSAFE CONDITION; 

(21 BE LOCATED WHERE ALL BEAM PATHS CAN BE MRECTLY OBSERVED AT ALL TtMES; AND 

(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAiNING AND CONDUCT OF OPERATOR 

k..&THE MAXIMUM LASER PROJECTOR OUTT’UT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS. 

h. -.&THE PROJECTION SYSTEM (I.E., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE UGHTlNG EFFECTS 
WM. BE SECURELY MOUNTED OR lMMOBlLli?ED TO PREVENT UNINTENDED MOVEMENT OR MISRUGNMEM. BEAM LlMlTS WILL 
BE PROVtDED AS AN INHEREM- PART OF THE! SYSTEM DESffiN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGETS, 
R%. 

i- YtASER PROJECTORS WILL NOT BE DELIVERED TO ANY OTHER PARTY UNDER AN AGREEMEKT OF SALE, USE, OR LOAN UNLESS 
AND UNllL THE RECIPIENT DEMONSTRATES THAT THEY HA= A VARIANCE IN EFFECT AT THE TIME OF DEUVERY THAT PERbItTS 
THEM TO PRODUCE LASER LIGHT SHDWS INCORPQRATlNG SUCH PROJECTOR. 

I. X IN ADDfTlON TO THE REQUIREMEHTS OF 21 CFR 1040.10 (h), THE MANUFACTURER OF LASER PROJECTORS/SYSTEMS WILL PROWDE 
TO PARTIES WHO PURCHASE, LEASE, OR BORROW ?-HE EQlJtPMERT, ADEQUATE USER‘S INSTRUCTIQNS FOR SAFE lNSTALLAllON 
AND DF’ERATtON AND WHICH EXPLAIN THE RESPONSl8lLlY-f OF THE RECIPIENT AB AN lNDEPENDE&fl UGHT SHOW 
MANUFACTURER TO SUBMIT THE REQUIRED REPORTS ANC APPLY FOR AND OBTAIN A VARIANCE FROM CDRH PRIOR TO 
WROOUCTlON INTO COMMERCE Of ANY LASER LIGHT SHOWS. 

c. .&THE REQUIREMNTS OF 21 CFR 1002.30 @)(I) AND (2) WILL BE ACCOMPLISHED THROUGH THE USE QF WRITTEN PROCEDURES 
FOR SETUP ALlGNMEHT , TESTING, AND PERFORMkNCE OF EACH SHOW. THESE PROCEDURES WILL j3E IN SUFFlClENT DRAIL TO 
ENSURE COMPLIANCE WITH 21 CFR 1040.10. THE CONDlTtONS OF THIS VARIANCE, AND CONTROL OF ACCESS TO RADlATlON 

AREAS USING THE PROCEDURES DESCRIBED IN THE ANSI 2136.1 STANDARD FOR THE SAFE USE’@ LASERS (AMERICAN NATlONAL 
STANDARDS INSTllUTE, 1430 BROADWAY, NEW YORK, NY 10018) DR ANY Ol?iER EQUIVALENT USa CONSENSUS STANDARD AND 
AND. WHERE APPLICABLE. STATE OR LOCAL REQUIREMENTS. LASER RADlATlON AREAS WHtCH CAN CONTAIN RAMATION LEVELS 
ABQVE THE LIMITS SPECIFIED IN 21 CFR lCMO.fl(c), WILL BE CLEARLY IDENTlFlED BY THE POSTING OF WARNING SIGNS ANWOR 
RESTRICTED ACCESS THROUGH PHYSICAL MEANS (SUCH AS PRESSURE SWITCHES, PHOTOCELLS; BARMERS, GUARDS, ETC.). 
THESE REClLMREMENTS APPLY TO TEMPORARY ARfZAS (SUCH AS DURING SE7UP AND ALIGNMENT PROCEDURES) AND TO FINAL 
OR PERMANENT’ AREAS. THE VARIANCE HDLDER WILL RETAIN THE RECORDS OF THESE PROCEWRES ANDTHE RESULTS OF ALL 
TESTS AS REQUIRED BY 21 CFR 1002.31, A COPY OF THE VARIANCE APPLICATION, THE APPROVAL LJETI-ER, CURRENT PROCEDURES 
AND RECORDS RELATING TO EACM PARTICULAR SHOW WILL BE WITH THE OPERATOR OR OTHER RESPONBiEU.E lNOlVlDUAL AN0 
WlLL BE MADE AVAIlABLE FOR INSPECTIDN BY FDA AND OTHER RESPONstBLE AUTHORITIES 

:oRM FDA 3l47 (3m7) 
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I. g ADVANCE WRITEN NGTlFtCATlON WILL BE MADE AS fXRLY AS POSSIBLE TO APPROPRfATE FEQERAL, STATE AND LOCAL 
AUTHORlTlES F’ROVtDkNG SHOW lTlNERARY WITH DATES AND LDCATIONS CLEARLY AND COMf’tJZTELY lDENTtFtED, AND A BASIC 
DESCRIPTION OF fROposED EFFECTS INCLUDlNG A ST&TfiMENT OF THE! M4XlMUM POWER OUTPUT INTENDED. SUCH 
NOTIFICATIONS WILL BE MADE. Bl.K NOT NECESSARlLY LlMmDT0: 

(1) THE CENTER FOR DEVICES AND RADIQLOGICAL HEALTli, OFFICE DF CDMPLLANCE (HF2-312),2098 GAlTHER ROADRDCKVILLE, 
MD 20860.fROVlDlNG THE tNtTlAL AND CLOSMG DATES FOR THE FIXED INSTAUATiON AND THE tTlNERARY FOR MOBILE SHOWS 
IN ADlXTlON. UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTEQ AND THE ACCESSION NtMSERS CLEARLY 
REFERENCED, EACH NOTtCE WlLL INCLUDE DETAIlED DESCRlPTlONS OF EACH SHOW AND A LISTING OF AU EFFECTS TO BE 
PERFORMED IN SUFFICIENT DETAIL TO CbUFlRM COMPLIANCE WITH THE REGULATIONS AND THIS VARIANCE. 

(2) THE FEDERAL AVIATION ADMINiSTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSP- AT ANY TIME (LE., INCLUDING 
SET-UP, ALlGNMENT, REHEARSALS, PERFORMNC ES, ETC.), IF THE FM OBJECTS TO ANY LASER EFFECTS, THE OBJECTlONS 
WILL BE RESOLVED AND NY CONDlTlONS RE@JES7ED BY FAA WILL BE ADHERED TO. IF THESE CONDITIONS CAN NOT BE MET. 
THE OBJECnOMABLE EFFECTS WILL BE DELETED FROM THE SHOW. 

[3) STATE AND LOCAL RADIATION CONTROL OFFtCEstAGENClES FOR ALL SOWS TO BE PERFORMED WlTHlN THEIR JuRISDICTiON!k 
AU REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTKMS RAISkD BY LOCAL A-ES 
WIU 8E RESOLVED OR THE EFFECTS DELETED. (LISTS DF FEDERAL AND STATE OFFICES ARE AVAttABLE FROM THE CENTrR 
FOR DEVlCES AND RADlOLOGlCAL HEALTH UPON REQUEST.) 

14. REMARKS 


